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DETAILED ACTION 
Request Continued Examination (RCE) 
A request for continued examination under 37 CFR 1.1 14, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on 05/03/2006 has been entered. 

Response to Amendment 
The receipt of amendment of 05/03/06 is acknowledged. Claims 1, and 14 have been 
amended. Claims 1-3, 14-18 are pending before the examiner. 

Claim Rejections - 35 USC § 112 
Claims 1-3, 14-18 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claims 1, and 14 are vague and indefinite for recitation of "examining said collected 
cells", what does this mean? There are no steps presented in the claims that define what such 
examination or analysis of biological sample entail. Claims are very confusing; the method 
claims do not set forth any steps. The claims require passing a medium across a filter, how much 
sample is supposes to be filtered? The claims have been interpreted in light of specification, and 
since the specification lacks proper teaching the claims are indefinite. Moreover, regarding claim 
14, it is not clear what virus type is being "analyzed." Simple filtration does not lend itself to 
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detection of anything. In addition, the type of cells, that are infected, should be identified. This 
affects the dependent claims. 

Claims 1, and 14 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
incomplete for omitting essential steps, such omission amounting to a gap between the steps. 
See MPEP § 2172.01. The omitted steps are: the required steps to analyze and examine are 
missing. This affects the dependent claims. 

Claim Rejections - 35 USC § 112 
Claims 1-3, and 14-18 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter, which was not 
described in the specification in such a way as to enable one skilled in the art to which it pertains, 
or with which it is most nearly connected, to make and/or use the invention. The disclosure is 
rather deficient in providing adequate teaching. The entire teaching is directed to simple 
filtration of cells that are supposedly infected with virus. This, however, does not add anything 
to detection or analysis of how to detect or analyze the cells. How does utilization of cell 
filtration relate to detection or analysis of infected virus? The claims are directed to method of 
analyzing biological sample to detect virus, but the teaching is directed to isolation of cells on 
filters. There is a vast difference between the two (emphasis added). Method of isolating cells on 
filter is not the same as detecting a particular virus or virus in general. Applicants speak of 
shortcomings of state of the art, but frankly none of shortcomings have been addressed. Nor 
Applicants have solved any of the shortcomings. Applicants cannot expect others to enable their 
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claimed invention. First, the Office absent clear teaching assumes that the colleted samples are 
small Moreover the claims are directed to passing a medium-containing sample across a filter, 
but there is nothing in the specification that teaches how much sample is required. How much 
cells are needed to get efficacy with these methods? Is it a required step to grow the cells after 
isolating some from a patient? Additionally, it is not clear how collection of samples on filter 
lends support for a method of analysis and examination? Still further, if there are no steps for a 
specific virus, how does one know what to look for? The field of virus detection is 
unpredictable, as Applicants own disclosure is testament to the unpredictability of the field, and 
in an unpredictable field the disclosure must provide teaching so one of ordinary skill in the art 
can practice the invention absent undue experimentation. The current disclosure does not 
provide anything except a broad recitation of filtration of cells with broad range of filter pore 
size. This is not adequate teaching for detection of virus in general or papillomavirus in 
particular, see Fiers v. Revel (25USPQ2d 1601 at 1606; and also decision by the Federal Circuit 
with regard to the enablement issues see Genentech Inc. v. Novo Nordisk A/S, 42 USPQ2d 
1001-1007). For example, the CAFC stated "It is the specification, not the knowledge of one 
skilled in the art that must supply the novel aspects of an invention in order to constitute 
enablement." (See page 1005 of the decision). This means that the disclosure must adequately 
guide the art worker to determine, without undue experimentation. The applicant cannot rely on 
the knowledge of those skilled in the art to enable the claims without providing adequate 
teaching. In the instant case the specification does not teach or provide any guidance for a 
general detection of cells infected by a virus, or human papillomavirus. Therefore, considering 
large quantity of experimentation needed, the unpredictability of the field, the state of the art, and 
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breadth of the claims, it is concluded that undue experimentation would be required to enable the 
intended claim. Many of these factors have been summarized In re Wands, 858 F.2d 731, 
USPQ2d 1400 (Fed. Cir. 1988). 

Claim Rejections - 35 USC §102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claim Rejections - 35 USC §103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 1-3, 14-18 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Radcliffe et al (US patent no. 5,942,700). 

Radcliffe et al taught a method of collecting samples including biological samples 
through a filter wherein the particles can be further analyzed (see the claims, the abstract, and 
column 4, lines 55-57). Additionally, they taught the filter size (see column 2, lines 44-50). 
This only differs since they did not mention infected cells with papillomavirus, and viruses. 
However, one of ordinary skill in the art at the time of filing would have been highly motivated 
by the teaching of Radcliffe et al to use the method for cohering of infected cells, including cells 
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infected with papillomavirus. The cited patent taught collection of biological sample which 
broadly incorporates cells, including infected cells. One of skilled in the art being familiar with 
the cited patent would not have anticipated any unexpected results. Thus, the claimed invention 
as a whole is prima facie obvious absence unexpected results. 



Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 1-3, 14-18 are rejected under 35 U.S.C. 102(e) as anticipated by or, in the 
alternative, under 35 U.S.C. 103(a) as obvious over Ferguson Gary (US Patent No. 6,905,594 
B2). 

The above cited patent clearly anticipates the broad limitations of the claims 1, and 14. 
Ferguson taught a method of capturing materials suspended in a liquid utilizing a filter 
apparatus (see the abstract). Additionally, the cited patent taught suspended materials can be 
biological cells, viruses (see column 1, lines 18-28). Moreover, Ferguson taught the captured 
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material can be analyzed such as visualization (see column 1, lines 29-32, and column 5, lines 

1-5, column 8, lines 58-62). 

As for claims 2-3, and 15-18, the cited patent taught pore filter size may be selected 
wherein the waste would go through, but the desired material would remain (see Column 7, lines 
21-25). Ferguson did not specify the range of filter pore size or cell types. These differences, 
however, are deemed to be a design choice unless the proof of criticality is proven. The 
differences are within the purview of one ordinary skill in the art, In re Aller , 105, USPQ 233. 
Hence, the invention as a whole is prima facie obvious absent any unexpected results. Hence, 
the claimed invention as a whole is prima facie obvious absence unexpected results. 

No claims are allowed. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to A. R. Salimi whose telephone number is (571) 272-0909. The 
examiner can normally be reached on Monday-Friday from 9:00 Am to 6:00 Pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Bruce Campell, can be reached on (571) 272-0974. The Official fax number is (571) 
273-8300. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the Group receptionist whose telephone number is (571) 272-1600. 
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Information regarding the status of an application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for published applications may be 
obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

A. R. Salimi 
05/17/2006 




